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DETAILED ACTION 

Receipt of applicants' amendments and remarks filed on November 27, 2007 is 
acknowledged. 

Status of the Claims 

1 . Claims 22-36 are pending. In an "Amendment -After Non-Final Rejection" filed on 
November 27, 2007, Applicants have cancelled claims 1-21 and added new claims 29-36. 
Claims 22-28 remain withdrawn from a reply to a restriction requirement filed on November 16, 
2006. Accordingly, claims 29-36 are considered herewith. 

The Objection to the Drawings to figure 1 has been withdrawn in view of Applicants' 
amendments. 

The rejections under 35 U.S.C. 103 to claims 1 1-13, 15-16, and 21 as being unpatentable 
over Koppel (U.S. Patent Application No. 2004/0014739) in view of Spencer et al. (Drugs, 1998, 
56, 405-427) and Kranzler et al. (Psychopharmacology Bulletin, 2002, 36, 165-213) have been 
withdrawn in view of Applicants' amendments. 

The Obviousness-Type Double Patenting rejections made to claims 1 1 and 21 have been 
withdrawn in view of Applicants' amendments. 

The following new grounds of rejections are necessitated by Applicants' 
amendments. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. Claims 29-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kranzler et 
al. (U.S. Patent 6,635,675). 

Kranzler et al. teach treating a chronic neurological disorder or pain, e.g. fibromyalgia 
syndrome (FMS) or chronic fatigue syndrome comprising administering milnacipran (abstract; 
and column 3, line 47). The amount of milnacipran administered is in the range of 25 mg to 400 
mg/day for the treatment of FMS (column 12, lines 26-31). Moreover, Kranzler et al. disclose 
that determination of an effective amount is well within the capabilities of those skilled in the art 
(column 11, lines 63-65). Kranzler et al. also teach use of milnacipran in the treatment of FMS 
as well as using dosage escalation of milnacipran (columns 13-15, examples 3-4). Since 
Kranzler et al. teach the determination of an effective amount is well within the capabilities of 
those skilled in the art (column 11, lines 63-65), it would be obvious the skilled artisan can use 
milnacipran at any dose or dose regimen for the treatment of FMS within the skill in the art, e.g. 
the amount of milnacipran administered is in the range of 25 mg to 400 mg/day for the treatment 
of FMS (column 12, lines 26-31) in an escalating dosage similar to the protocol in example 4 
(see columns 14-15). Thus, it would be obvious that dose escalation of milnacipran can be used 
to treat FMS and the dose regimen can be 25 mg in the first dosage, 50 mg in the second dosage, 
100 mg in the third dosage, and 200 mg in the fourth dosage. As in example 4, the duration of 



Application/Control Number: 10/678,767 Page 4 

Art Unit: 1612 

the treatment is 4 weeks and 3 days between each dosage, unless the patient reports complete 
pain, at which instance it would be obvious that time between the dosing is greater than 3 days 
(column 14, lines 55-61). 



Response to Arguments 

3. Applicant's arguments, see "Remarks" filed on November 27, 2007, with respect to 
"Rejections under 35 U.S.C. § 103" have been fully considered and are not persuasive. Claims 
1-21 have been cancelled, however, the newly submitted claims 29-36 are of the same scope, 
addresses the same arguments, and applies to the same references. 

Applicants argue Kranzler et al. (U.S. Patent 6,635,675) teach a treatment protocol with 
milnacipran being administered in a dosage escalation increasing by 25 mg per day up to a 
maximum dosage of 200 mg. Applicants further argue the initial dosage of milnacipran is 25 
mg, the second is 50 mg, the third is 75 mg, and the forth is 100 mg. 

Examiner disagrees. Since Kranzler et al. teach the determination of an effective amount 
is well within the capabilities of those skilled in the art (column 11, lines 63-65), it would be 
obvious the skilled artisan can use milnacipran at any dose or dose regimen for the treatment of 
FMS within the skill in the art, e.g. the amount of milnacipran administered is in the range of 25 
mg to 400 mg/day for the treatment of FMS (column 12, lines 26-31) in an escalating dosage 
similar to the protocol in example 4 (see columns 14-15). Accordingly, it would be obvious that 
dose escalation of milnacipran can be used to treat FMS and the dose regimen can be 25 mg in 
the first dosage, 50 mg in the second dosage, 100 mg in the third dosage, and 200 mg in the 
fourth dosage. 
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4. Applicant's arguments with respect to claims 1-3,6-10, 14-16, and 19-21 have been fully 
considered but are moot in view of the new ground(s) of rejection. 



Conclusion 

5. No claims are allowed. 

6. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Carlic K. Huynh whose telephone number is 571-272-5574. The 
examiner can normally be reached on Monday to Friday, 8:30AM to 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gollamudi S Kishore, Ph.D/ 
Primary Examiner, Art Unit 1612 
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